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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent 
or (2) a patent granted on an application for patent by another filed in the United States 
before the invention by the applicant for patent, except that an international application filed 
under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the 
English language. 

Claims 1-4 & 6-11 are rejected under 35 U.S.C. 102(e) as being anticipated by Gatto 
(US Publication No. 2003/0181823). 

Regarding claim 1, Gatto discloses an optical biopsy instrument (Figure 1), 
comprising 

(a) a substantially cylindrical cannula (14) inherently having a proximal end and a 
distal end, said cannula (14) having at least one lateral opening (region of 34 
& 35), and 

(b) an endoscope (12) which is axially movable inside [0036] the cannula (14). 
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In regards to claim 2, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that the at least one lateral opening (region of 34 & 35) of the cannula 
(12) has at least in parts a cutting region (35) at its area being directed towards the 
distal end and/or at its area being directed towards the proximal end. 

Regarding claim 3, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that the cutting region (35) is formed by a ground edge of the 
circumference of the at least one lateral opening (region of 35 & 34) or by a toothing of 
the circumference or by both measures concurrently. 

In regards to claim 4, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that the at least one lateral opening (region of 34 & 35) has a 
substantially round, oval, elliptic or rectangular configuration. 

Regarding claim 6, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that an external diameter of the endoscope (12) substantially 
corresponds to an internal diameter of the cannula (14) or is slightly smaller than this 
[0036]. 

With regard to claim 7, Gatto discloses an optical biopsy instrument (Figure 1), 
characterized in that an external diameter of the cannula is 1.2 mm at most [0012]. 

Regarding claim 8, Gatto discloses an optical biopsy instrument (Figure 1) according 
to claim 1, characterized in that the endoscope (12) is a rigid endoscope or a flexible 
glass-fibre endoscope. 
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In regards to claim 9, Gatto discloses a use of an optical biopsy instrument (Figure 
1) for endoscopy and/or biopsy of duct systems having small diameters, in particular of 
milk ducts of mammary glands [0019]. 

Regarding claim 10, Gatto discloses a method for sampling tissue samples in duct 
systems, wherein 

(a) an optical biopsy instrument (Figure 1), comprising a substantially cylindrical 
cannula (14) inherently having a proximal end and a distal end, said cannula 
(14) having at least one lateral opening (region of 35 & 34), and an 
endoscope (12) which is axially movable inside the cannula (14) is 
introduced, under endoscopic monitoring, into the duct up to a biopsy site, 
[0036] 

(b) the tissue sample () is brought through the free lying opening (region of 34 & 
35) into an interior of the cannula (14), and 

(c) the tissue sample is capable of being separated from the rest of the tissue by 
moving forward the endoscope (12) across the lateral opening (28) and/or by 
retracting the endoscope (12), until the lateral opening (region of 34 & 35) is 
closed. 

Regarding claim 1 1 , Gatto discloses a method for sampling tissue samples in duct 
systems, wherein 
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(a) an optical biopsy instrument (Figure 1), comprising a substantially cylindrical 
cannula (14) inherently having a proximal end and a distal end, said cannula 
(14) having at least one lateral opening (region of 35 & 34), and an 
endoscope (12) which is axially movable inside the cannula (14) is 
introduced, under endoscopic monitoring, into the duct, until the lateral 
opening (region of 34 & 35) comes to lie over a biopsy site, 

(b) the tissue sample is brought through the free lying opening (38) into an 
interior of the cannula (14), and 

(c) the tissue sample is separated from the rest of the tissue by moving the 
cannula (14) having a free lying lateral opening (region of 35 & 34) together 
with the fixed endoscope (12) forward or backward, thereby manually exerting 
a gentle pressure against the tissue sample. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought 
to be patented and the prior art are such that the subject matter as a whole would have 
been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gatto in 
view of Fleener et al. (US Publication No. 2004/0127767). 

Gatto discloses the aforementioned elements. However, Gatto does not disclose 
an optical biopsy instrument, which the cannula is closed at its distal end by a wall, in 
particular by a transparent wall. However, Fleener et al. does disclose a optical biopsy 
device, whereing the cannula is closed at its distal end by a wall, in particular a 
transparent wall [0013]. It would have been obvious to one having ordinary skill in the 
art at the time the invention in view of Fleener et al. to incorporate a transparent distal 
wall with Gatto in order to allow an imaging device to view the tissue disposed adjacent 
to the outside surface of the housing. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anuradha Roy whose telephone number is (571) 272- 
6169 and whose email address is anuradha.roy@uspto.gov. The examiner can 
normally be reached between 8:00am and 4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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supervisor, Max Hindenburg can be reached on 571-272-4726. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). /^ftflXJL 
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